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(c) Written wvulnerability assessment.
Regardless of the outcome, the vulner-
ability assessment must be written and
must include an explanation as to why
each point, step, or procedure either
was or was not identified as an action-
able process step.

§121.135 Mitigation strategies for ac-
tionable process steps.

(a) You must identify and implement
mitigation strategies at each action-
able process step to provide assurances
that the significant vulnerability at
each step will be significantly mini-
mized or prevented and the food manu-
factured, processed, packed, or held by
your facility will not be adulterated
under section 402 of the Federal Food,
Drug, and Cosmetic Act. For each miti-
gation strategy implemented at each
actionable process step, you must in-
clude a written explanation of how the
mitigation strategy sufficiently mini-
mizes or prevents the significant vul-
nerability associated with the action-
able process step.

(b) Mitigation strategies and accom-
panying explanations must be written.

§121.138 Mitigation strategies man-
agement components.

Mitigation strategies required
under§121.135 are subject to the fol-
lowing mitigation strategies manage-
ment components as appropriate to en-
sure the proper implementation of the
mitigation strategies, taking into ac-
count the nature of each such mitiga-
tion strategy and its role in the facili-
ty’s food defense system:

(a) Food defense monitoring in ac-
cordance with §121.140;

(b) Food defense corrective actions in
accordance with §121.145; and

(c) Food defense verification in ac-
cordance with §121.150.

§121.140 Food defense monitoring.

As appropriate to the nature of the
mitigation strategy and its role in the
facility’s food defense system:

(a) Written procedures. You must es-
tablish and implement written proce-
dures, including the frequency with
which they are to be performed, for
food defense monitoring of the mitiga-
tion strategies.

§121.150

(b) Food defense monitoring. You must
monitor the mitigation strategies with
adequate frequency to provide assur-
ances that they are consistently per-
formed.

(c) Records—(1) Requirement to docu-
ment food defense monitoring. You must
document the monitoring of mitigation
strategies in accordance with this sec-
tion in records that are subject to
verification in accordance with
§121.150(a)(1) and records review in ac-
cordance with §121.150(a)(3)(i).

(2) Exception records. Records may be
affirmative records demonstrating the
mitigation strategy is functioning as
intended. Exception records dem-
onstrating the mitigation strategy is
not functioning as intended may be
adequate in some circumstances.

§121.145 Food defense corrective ac-
tions.

(a) Food defense corrective action proce-
dures. As appropriate to the nature of
the actionable process step and the na-
ture of the mitigation strategy:

(1) You must establish and imple-
ment written food defense corrective
action procedures that must be taken
if mitigation strategies are not prop-
erly implemented.

(2) The food defense corrective action
procedures must describe the steps to
be taken to ensure that:

(i) Appropriate action is taken to
identify and correct a problem that has
occurred with implementation of a
mitigation strategy; and

(ii) Appropriate action is taken, when
necessary, to reduce the likelihood
that the problem will recur.

(b) Records. All food defense correc-
tive actions taken in accordance with
this section must be documented in
records that are subject to food defense
verification in accordance with
§121.150(a)(2) and records review in ac-
cordance with §121.150(a)(3)(1).

§121.150 Food defense verification.

(a) Food defense verification activities.
Food defense verification activities
must include, as appropriate to the na-
ture of the mitigation strategy and its
role in the facility’s food defense sys-
tem:
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§121.157

(1) Verification that food defense
monitoring is being conducted as re-
quired by §121.138 (and in accordance
with §121.140);

(2) Verification that appropriate de-
cisions about food defense corrective
actions are being made as required by

§121.138 (and in accordance with
§121.145);

(3) Verification that mitigation
strategies are properly implemented

and are significantly minimizing or
preventing the significant
vulnerabilities. To do so, you must
conduct activities that include the fol-
lowing, as appropriate to the facility,
the food, and the nature of the mitiga-
tion strategy and its role in the facili-
ty’s food defense system:

(i) Review of the food defense moni-
toring and food defense corrective ac-
tions records within appropriate time-
frames to ensure that the records are
complete, the activities reflected in
the records occurred in accordance
with the food defense plan, the mitiga-
tion strategies are properly imple-
mented, and appropriate decisions were
made about food defense corrective ac-
tions; and

(ii) Other activities appropriate for
verification of proper implementation
of mitigation strategies; and

(4) Verification of reanalysis in ac-
cordance with §121.157.

(b) Written procedures. You must es-
tablish and implement written proce-
dures, including the frequency for
which they are to be performed, for
verification activities conducted ac-
cording to §121.150(a)(3)(ii).

(c) Documentation. All verification ac-
tivities conducted in accordance with
this section must be documented in
records.

§121.157 Reanalysis.

(a) You must conduct a reanalysis of
the food defense plan, as a whole at
least once every 3 years;

(b) You must conduct a reanalysis of
the food defense plan as a whole, or the
applicable portion of the food defense
plan:

(1) Whenever a significant change
made in the activities conducted at
your facility creates a reasonable po-
tential for a new vulnerability or a sig-
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nificant increase in a previously identi-
fied vulnerability;

(2) Whenever you become aware of
new information about potential
vulnerabilities associated with the food
operation or facility;

(3) Whenever you find that a mitiga-
tion strategy, a combination of mitiga-
tion strategies, or the food defense plan
as a whole is not properly imple-
mented; and

(4) Whenever FDA requires reanalysis
to respond to new vulnerabilities, cred-
ible threats to the food supply, and de-
velopments in scientific understanding
including, as appropriate, results from
the Department of Homeland Security
biological, chemical, radiological, or
other terrorism risk assessment.

(c) You must complete such reanaly-
sis required by paragraphs (a) and (b) of
this section and implement any addi-
tional mitigation strategies needed to
address the significant vulnerabilities
identified, if any:

(1) Before any change in activities
(including any change in mitigation
strategy) at the facility is operative;

(2) When necessary within 90-cal-
endar days after production; and

(3) Within a reasonable timeframe,
providing a written justification is pre-
pared for a timeframe that exceeds 90
days after production of the applicable
food first begins.

(d) You must revise the written food
defense plan if a significant change in
the activities conducted at your facil-
ity creates a reasonable potential for a
new vulnerability or a significant in-
crease in a previously identified vul-
nerability or document the basis for
the conclusion that no revisions are
needed.

Subpart D—Requirements Apply-
ing to Records That Must Be
Established and Maintained

§121.301 Records subject to the re-
quirements of this subpart.

(a) Except as provided by paragraph
(b) of this section, all records required
by subpart C of this part are subject to
all requirements of this subpart.

(b) The requirements of §121.310 apply
only to the written food defense plan.
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